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DETAILED ACTION 

Information Disclosure Statement 

1 . The Information Disclosure Statements (IDS) submitted on February 18, 2004, 
October 6, 2004 and October 12, 2004 are in compliance with 37 CFR 1 .97 and 1 .98. 
The references therein have been considered. 

Drawings 

2. Figures 1 -1 1 should be designated by a legend such as -Prior Art-- because 
only that which is old is illustrated. See MPEP § 608.02(g). Corrected drawings in 
compliance with 37 CFR 1 .121(d) are required in reply to the Office action to avoid 
abandonment of the application. The replacement sheet(s) should be labeled 
"Replacement Sheet" in the page header (as per 37 CFR 1 .84(c)) so as not to obstruct 
any portion of the drawing figures. If the changes are not accepted by the examiner, the 
applicant will be notified and informed of any required corrective action in the next Office 
action. The objection to the drawings will not be held in abeyance. 

Claim Objections 

3. Claim 2 is objected to because of the following informalities: The semicolon on 
line 5 of claim 2 needs to be replaced with a period. Appropriate correction is required. 

Claim Rejections - 35 USC § 102 

4. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 
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5. Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Vigil et al. 
(6,102,904). 

6. Regarding claim 1 , Vigil et al. teach a method comprising positioning a delivery 
device at a location in a blood vessel; advancing the delivery device a distance into a 
wall of the blood vessel to a treatment site beyond an external elastic lamina of the 
blood vessel; and after advancing the delivery device, introducing a treatment agent 
through the delivery device (see abstract and fig. 2-1 6C). 

7. Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Kaplan et al. 
(5,941,868). 

8. Regarding claim 1 , Kaplan et al. teach method comprising positioning a delivery 
device at a location in a blood vessel; advancing the delivery device a distance into a 
wall of the blood vessel to a treatment site beyond an external elastic lamina of the 
blood vessel; and after advancing the delivery device, introducing a treatment agent 
through the delivery device (see abstract and col. 2, 1. 18 - col. 3, 1. 58). 

9. Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Hofling 
(5,354,279). 

10. Regarding claim 1, Hofling teaches method comprising positioning a delivery 
device at a location in a blood vessel; advancing the delivery device a distance into a 
wall of the blood vessel to a treatment site beyond an external elastic lamina of the 
blood vessel; and after advancing the delivery device, introducing a treatment agent 
through the delivery device (see abstract and fig. 1, 2, 5, 8, 1 1, 10 and col. 1, 1. 48 - col. 
3, 1. 51). 
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1 1 . Claim 1 is rejected under 35 U.S.C. 102(b) as being anticipated by Faxon et al. 
(5,464,395). 

12. Regarding claim 1, Faxon et al. teach method comprising positioning a delivery 
device at a location in a blood vessel; advancing the delivery device a distance into a 
wall of the blood vessel to a treatment site beyond an external elastic lamina of the 
blood vessel; and after advancing the delivery device, introducing a treatment agent 
through the delivery device (see abstract and fig. 1, 3, and 8-19 and col. 2, 1. 42 - col. 3, 
I. 61). 

Claim Rejections - 35 USC § 103 

1 3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

14. Claims 2,3,4, 5,6, 7, 8,9 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Vigil et al. or Kaplan et al. or Hofling or Faxon et al. in view of Hiki et 
al. (5,499,630). 

The embodiments of the apparatus taught Vigil et al., Kaplan et al., Hofling and 
Faxon et al. do not teach imaging a portion of a wall of the blood vessel. However, 
imaging probes and catheters are well known in the art. It would have been obvious to 
one of ordinary skill in the art at the time of the invention to include image capabilities in 
any of these catheters in order to improve visualization and instrument guidance to a 
desired region of interest within a vessel or to a treatment area. It would be obvious to 
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one of ordinary skill in the art that any of these devices would be capable of treating per- 
adventitial space or its surrounding regions. Specifically, Kaplan et al. teach that 
therapeutic agents may be delivered to neointimal, intimal, medial, adventitial and 
perivascular spaces (see col. 2, 1. 6-61). The catheter systems taught by Vigil et al. or 
Kaplan et al. or Hofling or Faxon et al. are capable of being maneuvered to a location as 
desired by a user for a particular treatment. Kaplan et al. teach that the treatment agent 
is capable of sustained release and is therefore, in a sustained release carrier (see col. 
3, 1. 42-58). It would be obvious to one of ordinary skill in the art utilize a variety of 
treatment agents having various average diameters in order to treat a particular region 
of interest. 

Hiki et al. teach a catheter type ultrasound probe capable of performing 
ultrasound imaging and optical imaging of a region requiring treatment (see fig. 1-5 and 
col. 4, 1. 38-60). It would be obvious to one of ordinary skill in the art that ultrasonic 
imaging capabilities will enable imaging of a thickness of a portion of the blood vessel 
wall. 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to include imaging in the inventions of Vigil et al. or Kaplan et al. or Hofling or 
Faxon et al., in light of the teachings of Hiki et al., in order to enhance the utility of the 
delivery catheter. 

15. Claims 10- 27 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Kaplan et al. in view of Roorda et al. (5,540,912) or Slepian et al. (5,575,815). 
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Kaplan et al. teach delivery of therapeutic agents for promotion of angiogenesis 
(see abstract) wherein the agents comprise fibroblast growth factor, vascular endothelial 
growth factor, fibrinolytic agents and polymer agents (see col. 3, 1. 42-58 and col. 4, 1. 
25-64). It would be obvious to one of ordinary skill in the art that an agent capable of 
promoting angiogenesis is also capable of being an opsonin-inhibitor and inducing an 
inflammatory response. There exists a finite number of therapeutic agents and it would 
therefore be obvious to a skilled person in the arts to substitute or try any number of the 
agents in order to achieve the desired or anticipated result of stimulating angiogenesis. 

Roorda et al. teach a multitude of controlled-release therapeutic agents that 
could be substituted to achieve the goal of stimulating angiogenesis (see col. 3, 1. 50 - 
col. 9, 1. 6). 

Slepian et al. also teach a number of therapeutic agents that could be substituted 
into the invention of Kaplan et al. (see col. 5, 1. 1- col. 6, 1. 50; col. 7, 1. 10 - col. 11,1. 
26). 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to include any number of therapeutic agents in the invention of Kaplan et al., 
in light of the teaching of Roorda et al. or Slepian et al., in order to obtain desirable 
results of angiogenesis stimulation. 

16. Claims 28-31 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Hofling (5,354,279) in view of Hiki et al. (5,499,630). 

Hofling teaches an apparatus comprising a catheter, a dilatable balloon, and at 
least one needle (see col. 1, 1. 48 - col. 3, 1. 51). 



Application/Control Number: 1 0/781 ,984 Page 7 

Art Unit: 3737 

Hofling does not teach that the catheter has imaging capabilities. 

Hiki et al. teach a catheter type ultrasound probe capable of performing 
ultrasound imaging and optical imaging of a region requiring treatment (see fig. 1-5 and 
col. 4, 1. 38-60). It would be obvious to one of ordinary skill in the art that ultrasonic 
imaging capabilities will enable imaging of a thickness of a portion of the blood vessel 
wall. 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention to include imaging in the inventions of Vigil et al. or Kaplan et al. or Hofling or 
Faxon et al., in light of the teachings of Hiki et al., in order to enhance the utility of the 
delivery catheter. 

Conclusion 

1 7. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Crowley (5,588,432) teaches catheters for imaging, sensing 
electrical potentials, and ablating tissue; Hamm et al. (5,546,948) teach an ultrasound 
imaging guidewire; and Altman et al. (6,086,582) teach a cardiac drug delivery system. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to CRYSTAL I. LEACH whose telephone number is 
(571 )272-521 1 . The examiner can normally be reached on Monday through Friday, 8 
am - 4:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Brian Casler can be reached on 571-272-4956. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Brian L Casler/ 

Supervisory Patent Examiner, Art 
Unit 3737 

CIL 

/Crystal I Leach/ 
Examiner, Art Unit 3737 



